REMARKS 

. Reconsideration of this Application is respectfully requested. 

Claims 1-6, 13-15, 20-21, and 26 are pending in the application, with 1 and 26 
being the independent claims. The claim amendments are supported in the instant 
specification at pages 8, 1 1-14, and 16-17 and no new matter has been added. 

Based upon the foregoing Amendments, attached Declaration, and following 
Remarks, the applicants respectfully request the Examiner reconsider all outstanding 
rejections, and that they be withdrawn. 

Rejection under 35 U.S.C § 112, ^paragraph - Claims 13-14 

Claims 13-14 stand rejected under 35 U.S.C. §1 12, 1 st paragraphias failing to 
comply with the written description requirement. The Examiner asserts that the 
specification and claims lack sufficient written description of the polynucleotide 
encoding the hybrid polypeptide; there is no description of the nucleic acids that must 
encode the hybrid polypeptide; the specification does not provide for the structure of the 
polynucleotide; and the specification does not provide a teaching of the entire structure, 
showing that nucleic acids were isolated at the time the invention was made. 

Applicants respectfully traverse this rejection. The attached 37 C.F.R. §1.132 
declaration is herewith submitted to traverse the rejection. As evident from the attached 
declaration, Dr. Rudolf Valenta attests to the fact that at the time the invention was made, 
the polynucleotide and polypeptide sequences for the timothy grass pollen allergens were 
available in the art. As evident from the Exhibits attached to the declaration, Phi pi was 
disclosed in the Peterson, et aL reference in 1995, Phi p2 was disclosed in an article 
authored by Dr. Valenta in 1993, Phi p5 was disclosed in an article authored by Dr. 
Valenta in 1993, and Phi p6 was disclosed in an article authored by Dr. Valenta in 1999. 
Therefore, all of the timothy pollen sequences were known at the time the invention was 
made and prior to the filing date of the instant application. 
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Dr. Valenta also declares that one of ordinary skill in the art, armed with the 
instant specification, would understand the sequences used in the present invention. As 
evident from the specification, the applicants had isolated the nucleic acid sequences and 
had possession of the claimed hybrid polypeptides. The applicants describe the 
construction of the hybrid polypeptides in Examples 2 and 3 of the specification. 
Specifically, the specification sets forth the method of constructing the plasmids and the 
method of expressing and purifying the hybrid polypeptides. See Examples 2 and 3, pp. 
11-14. The applicants also provide examples showing the assays used to determine the 
activity of the hybrid polypeptides in comparison to individual allergenic proteins. See 
Examples 4, 5 , and 6, pp. 14-17. Therefore, the instant application satisfies the written 
description requirement for the claimed hybrid polypeptides and method for preparing 
hybrid polypeptides. 

Applicants respectfully request reconsideration of this rejection and withdrawal of 
these grounds of rejection in view of the aforementioned remarks. Applicants submit that 
the pending claims satisfy the written description requirement. 

Rejection under 35 U.S.C. § 112, 1 st paragraph - Claims 1-6, 13-15, 20-21 and 26 

Claims 1-6, 13-15, 20-21 and 26 stand rejected under 35 U.S.C. §112, 1 st 
paragraph, as failing to comply with the written description requirement. The Examiner 
asserts that the claims drawn to the fragments thereof, wherein the fragments consist of 
amino acid sequences that fail to recite any associate function and that it is unclear how 
to define fragments thereof with respect to what amino acids must be comprised therein 
to acquire the appropriate fragments. Therefore, the Examiner asserts that the claims lack 
an adequate description of both the fragments thereof and the function of the polypeptide. 

Applicants respectfully traverse this rejection. The claims have been amended to 
recite the associated function of inducing an antibody response as supported throughout 
the specification and in particular pages 8 and 16-17. The amino acids of the present 
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invention for the fragments, as described in the claims, are at least 8 consecutive amino 
acids that result in inducing an antibody response. The specification defines "allergenic 
proteins or fragments thereof' as comprising "modifications of the allergens wherein the 
sequence of the naturally occurring allergen has been slightly modified by substitutions 
of single amino acids or nucleotides whereby the allergenic potential has been 
substantially maintained." See Specification, p. 2. Further, the specification specifically 
states that "when fragments of allergenic proteins are employed it is possible to prepare a 
hybrid polypeptide comprising only fragments which have an allergenic activity which is 
lower compared with the respective allergenic proteins from which they are derived." 
See Specification, p. 3. The inventors continue on to explain that this lower allergenic 
activity could "be due to the destruction of epitopes by modified secondary or tertiary 
structure of the fragment compared with the full length protein." See Specification, p. 3. 
The specification discloses the activity of various antigenic proteins and hybrid 
polypeptides illustrating that the applicants invented the hybrid polypeptide and had 
possession of the invention at the time the application was filed. 

In Vas-Cath v. Mahurkar, 19 USPQ2d 1111,1117 (Fed. Cir. 1991), the court 
states that the applicant must convey with reasonable clarity to those skilled in the art 
that, as of the filing date, the applicant was in possession of the invention. In light of the 
declaration signed by Dr. Valenta, regarding the availability of the sequences for the 
allergenic proteins Phi pi , Phi p2, Phi p5, and Phi p6, one of ordinary skill in the art, 
aided by the instant specification, would understand the fragments thereof encompassed 
by the claims based upon the fact that the allergenic potential is maintained and the 
resulting hybrid polypeptide induces an antibody response. Therefore, the applicants 
have conveyed with clarity to those skilled in the art that they were in possession of the 
invention. 
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Applicants respectfully request reconsideration of this rejection and withdrawal of 
these grounds of rejection in view of the aforementioned remarks. Applicants submit that 
the pending claims satisfy the written description requirement. 

Rejection under 35 U.S.C. § 102 (b) - Vrtala et al 

Claims 1-3, and 13-14 stand rejected under 35 U.S.C. §102(b) as being 
anticipated by Vrtala, et al (1996, J. Allergy Clin. Immun., Vol. 97(3):781-787). The 
Examiner asserts that the reference teaches a hybrid polypeptide comprising at least two 
different allergenic proteins, specifically Phi pi and Phi p2 and that these are the 
complete allergenic proteins as the cDNA used for encoding the mature protein. The 
Examiner also asserts that the reference teaches a polynucleotide, which encodes a 
polypeptide that meets the clamed limitations and a method for preparing a hybrid 
polypeptide using PCR technology comprising the same steps as recited by the instant 
claims. 

Applicants respectfully traverse this rejection. "A claim is anticipated only if each 
and every element as set forth in the claim is found, either expressly or inherently 
described, in a single prior art reference." Verdegaal Bros. v. Union Oil Co. of California, 
814 F.2d 628, 631, 2 USPQ2d 1051, 1053 (Fed. Cir. 1987). Therefore, if aprior art 
reference does not teach each and every claim element, it does not anticipate the claim. 

The Vrtala, et al reference does not teach a hybrid polypeptide as asserted by the 
Examiner. The 37 C.F.R. §1 .132 declaration, herewith attached, attested to by Dr. 
Valenta states that Dr. Valenta is an author of the Vrtala, et al reference and that it does 
not describe or teach a hybrid polypeptide using timothy grass pollens, but rather only 
teaches the allergens individually. As such, the reference does not teach each and every 
claim element and therefore is not anticipated by the Vrtala, et al reference. 
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Applicants respectfully request reconsideration of this rejection and withdrawal of 
these grounds of rejection in view of the aforementioned remarksx Applicants submit that 
the pending claims are not anticipated. 



CONCLUSION 

All of the stated grounds of objection and rejection have been properly traversed, 
accommodated, or rendered moot. Applicants therefore respectfully request that the 
Examiner reconsider all presently outstanding rejections and that they be withdrawn. It is 
believed that a full and complete response has been made to the outstanding Office action 
and, as such, the present application is in condition for allowance. Applicants wish to 
expedite the prosecution process and if the Examiner believes, for any reason that 
personal communication will help expedite prosecution of this application, the Examiner 
is invited to telephone the undersigned at the number provided. 

Prompt and favorable consideration of this Response is respectfully requested. 

Respectfully submitted, 
REED SMITH, LLP 
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